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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .1 36(a). In no event, however, may a reply be timely filed 
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- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 
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1)E3 Responsive to communication(s) filed on 19 March 2007 . 
2a)E3 This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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5) E3 Claim(s) 2 and 68-71 is/are allowed. 

6) I3 Claim(s) 3.12,15.16 and 65-67 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 
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application from the International Bureau (PCT Rule 17.2(a)). 
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This Office action is in response to Applicants' remarks received March 19, 2007. 
Claims 1, 4, 6, 8, 13-14, 17, 28-64 are canceled. Claims 65-71 are new. Claims 5, 7, 9-11, 18- 
27 remain withdrawn. Claims 2-3, 12, 15-16, 65-71 are currently under examination. 

Applicants' have been fully considered and are deemed to be persuasive to overcome 
some of the rejections previously applied. Rejections and/or objections not reiterated from 
previous Office actions are hereby withdrawn. 

Applicants also continue to traverse the restriction requirement set forth in the July 28, 
2006 Office action. 

Priority: The priority date is December 6, 2002 for the purpose of prior art. 

Objections and Rejections 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 3, 12, 15, 65-66 remain rejected under 35 U.S.C. 1 12, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to reasonably convey to one skilled in the 
relevant art that the inventor(s), at the time the application was filed, had possession of the 
claimed invention. 

Claims 3, 12, 15 are rejected under 35 U.S.C. 1 12, first paragraph, because it refers to a 
peptide only by function. 
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The court of Appeals for the Federal Circuit has recently held that such a general 
definition does not meet the requirements of 35 U.S.C. 112, first paragraph. "A written 
description of an invention involving chemical genus, like a description of a chemical species, 
requires a precise definition, such as be structure, formula {or} chemical name, of the claimed 
subject matter sufficient to distinguish it from other materials." University of California v. Eli 
Lilly and Co., 1997 U.S. App. LEXIS 18221, at *23, quoting Fiers v. Revel 25 USPQ2d 1601, 
1606 (Fed. Cir. 1993). The court held that "in claims involving chemical materials, generic 
formulae usually indicate with specificity what generic claims encompass. One skilled in the art 
can distinguish such a formula from others and can identify many of the species that the claims 
encompass. Accordingly, such a formula is normally an adequate description of the claimed 
genus. In claims to genetic material, however, a generic statement such as "vertebrate insulin 
cDNA" or "mammalian insulin cDNA,' without more, is not an adequate written description of 
the genus because it does not distinguish it from others. One skilled in the art therefore cannot, 
as one can do with a fully described genus visualize the identity of the members of the genus". 

Here, the instant claims recite a peptide up to 60 amino acids in length comprising the 
amino acid sequence depicted as SEQ ID NO: 1. From a sequence of 60 amino acids, only seven 
amino acid residues are known, YLTQPQS (SEQ ID NO: 1). While Applicants have provided 
functional support for the peptide, there is a lack of sufficient structural information because the 
remaining residues in the sequence of up to 60 amino acids have not been identified and can be 
selected from any of the twenty naturally occurring amino acids. 

Since said products of claim 12 are inadequately described, a method of use of said 
products (claim 15) is also inadequately described. 
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In their remarks, Applicants assert one of ordinary skill in view of the instant 
specification would full appreciate that the present inventors were in possession of the 
polypeptide encoded by SEQ ID NO: 1 and polypeptides of slightly greater length comprising 
this sequence (up to 60 amino acids in length). Applicants further assert that one of ordinary 
skill could readily identify and isolate such slightly elongated sequences based on the enabling 
disclosure given the requirement that the sequences must possess the "core" sequence of SEQ ID 
NO: 1 and bind Nogo, Nogo 66, and/or MAG. Applicants also assert that 60mers or less which 
do not exhibit this function are outside the scope of the present claims. Applicants' arguments 
have been fully considered but they are not persuasive. 

Applicants have claimed an isolated peptide having up to 60 amino acids in length 
comprising the 7-mer sequence YLTQPQS (SEQ ID NO: 1), wherein the peptide is capable of 
binding to Nogo, Nogo 66, and/or MAG. If assuming a 60 amino acid long peptide, the identity 
of the remaining 53 amino acid residues can be selected from the 20 naturally occurring amino 
acids, and can even include non-natural amino acids. It is noted that Applicants are in possession 
of the peptide encoded by SEQ ID NO: 1. The specification discloses methods (examples 4, 5, 
6) for facilitating the identification and characterization of elongated sequences comprising SEQ 
ID NO: 1, however, no examples of the slightly elongated sequences possessing the core 
sequence of SEQ ID NO: 1 are disclosed. It is known in the art that an amino acid sequence 
identity of 50% does not guarantee structural similarity (Yuan et al. 1998 Proteins 30: 136-143), 
and that even a single point mutation in a polypeptide sequence can lead to surprising alterations 
in protein structure and activity (Sergei et al. 2000 J Virol 74: 5101-5107). 
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The guidelines for the examination of patent applications under 35 U.S.C. 112, first 
paragraph, written description requirement, make clear that if a claimed genus does not show 
actual reduction to practice for a representative number of species, then the requirement may be 
alternatively met by reduction to drawings, or by disclosure of relevant, identifying 
characteristics, i.e. structure or other physical and/or chemical properties, by functional 
characteristics coupled with a known or disclosed correlation between function and structure, or 
by a combination of such identifying characteristics, sufficient to show the Applicant was in 
possession of the genus (Federal Register Vol. 66, No. 4 pages 1099-1 11, January 5, 2001), As 
discussed above, the relevant structural features that are to be used in identifying structurally 
similar proteins are not well defined. In view of this, one of ordinary skill in the art would 
reasonably conclude that the disclosure fails to provide a representative number of species to 
describe the genus of all allergen hybrid proteins. Thus, Applicants were not in possession of the 
polypeptides of slightly greater length comprising SEQ ID NO: 1 (up to 60 amino acids in 
length). Applicant is directed to the Guidelines for the Examination of Patent Applications under 
35 U.S.C. 1 12 § 1 Written Description Requirement, Federal Register, Vol. 66, No. 4, pages 
1099-1111, January 5,2001. 

Claims 3, 12, 15, 65-66 remain rejected under 35 U.S.C. 1 12, first paragraph, because the 
specification, while being enabling for methods and compositions of SEQ ID NO: 1 to bind to 
Nogo, MAG, and/or TN-F does not reasonably provide enablement for peptides up to 60 amino 
acids in length comprising SEQ ID NO: 1 to bind to Nogo, MAG, and/or TN-F. The 
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specification does not enable any person skilled in the art to which it pertains, or with which it is 
most nearly connected, to make and use the invention commensurate in scope with these claims. 

The scope of the instant claims is not commensurate with the enablement of the instant 
disclosure, because practice of the claimed invention would require undue experimentation by an 
artisan of ordinary skill in the art to ascertain which amino acid sequences, up to 60 amino acids 
in length, comprising SEQ ID NO: 1 will function in the same way as the wild-type peptide. 
Thus there could be thousands of variants which differ in sequence length and amino acid 
composition. Thus for the instant claimed invention, it would require an undue burden of 
experimentation for a skilled artisan to determine exactly which peptides comprising SEQ ID 
NO: 1 were active. 

The factors to be considered in determining whether undue experimentation is required 
are summarized In re Wands 858 F.2d 731, 8 USPQ2nd 1400 (Fed. Cir, 1988). The court in 
Wands states: "Enablement is not precluded by the necessity for some experimentation such as 
routine screening. However, experimentation needed to practice the invention must not be undue 
experimentation. The key word is 'undue, 1 not 'experimentation/ " (Wands, 8 USPQ2d 1404). 
Clearly, enablement of a claimed invention cannot be predicated on the basis of quantity of 
experimentation required to make or use the invention. "Whether undue experimentation is 
needed is not a single, simple factual determination, but rather is a conclusion reached by 
weighing many factual considerations." (Wands, 8 USPQ2d 1404). The factors to be considered 
in determining whether undue experimentation is required include: (1) the quantity of 
experimentation necessary, (2) the amount of direction or guidance presented, (3) the presence or 
absence of working examples, (4) the nature of the invention, (5) the state of the prior art, (6) the 
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relative skill of those in the art, (7) the predictability or unpredictability of the art, and (8) the 
breadth of the claims. 

In the instant case the quantity of experimentation would be large since there are 
combinations to choose from, regarding the length and/or the specific amino acid residue. The 
amount of guidance in the specification is zero with regard to which and where the amino acids 
should be positioned as to maintain the binding activity of SEQ ID NO: 1 . No working examples 
are present of fragments and/or differing lengths, up to 60 amino acids in length, and/or 
derivative peptides of SEQ ID NO: 1. The nature of the invention is such that many different 
peptides that are substantially similar to SEQ ID NO: 1 may or may not have biological activity. 
The state of the prior art is that even peptides that are 99% similar to the wild-type peptide are at 
times not fully active. The relative level of skill in this art is very high. The predictability as to 
what substantially similar peptide will have which activity is zero. 

When the factors are considered in their entirety, the Wands analysis dictates a finding of 
undue experimentation and thus, the claim is not enabled. 

In their remarks, Applicants assert the functional limitations recited in the claims are 
specific to Applicants' invention. Applicants point to the examples provided in the specification 
which describes the isolation and characterization of peptide sequences which bind the inhibitory 
domains of the myelin proteins recited in the claims. Methods for assessing the role the peptides 
play in CNS cells are provided in Aspect I, examples 4, 5, and 6. Applicants assert these 
methods facilitate the identification and characterization of peptides encompassed by the present 
claims. Applicants also assert that the experimentation necessary to determine the amino acids 
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of the instant invention, up to 60 amino acids in length and including the core sequence of SEQ 
ID NO: 1, is merely routine and is inherent in the nature of the art. Applicants further note that 
several variants are disclosed in the present application and that it is well known that 
conservative substitutions can be made in a protein by changing the nucleic acids so that a 
different but similar amino acid is inserted into the polypeptide sequence. Frequently, a point 
mutation has no significant effect on function; therefore, one of ordinary skill can readily 
envisage variants of the sequences provided that would be fully functionally but would have a 
slightly different sequence to the one disclosed in the application. Applicants' arguments have 
been fully considered but they are not persuasive. 

Applicants have claimed an isolated peptide having up to 60 amino acids in length 
comprising the 7-mer sequence YLTQPQS (SEQ ID NO: 1), wherein the peptide is capable of 
binding to Nogo, Nogo 66, and/or MAG. If assuming a 60 amino acid long peptide, the identity 
of the remaining 53 amino acid residues can be selected from the 20 naturally occurring amino 
acids, and can even include non-natural amino acids. Therefore, there would be undue burden in 
determining the length of the peptide, in addition to selecting for the suitable amino acids. 
Applicants point out that examples, 4, 5, 6 provide guidance enabling one of ordinary skill to 
identify and characterize the peptides encompassed by the present claims without undue 
experimentation. However, the specification does not appear to provide clear guidance as to the 
structure and/or the identity of the peptides, except that it must comprise the 7-mer sequence. It 
is known in the art that an amino acid sequence identity of 50% does not guarantee structural 
similarity (Yuan et al. 1998 Proteins 30: 136-143), and that even a single point mutation in a 
polypeptide sequence can lead to surprising alterations in protein structure and activity (Sergei et 
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al. 2000 J Virol 74: 5101-5107). Given that the art recognizes difficulties in identifying 
structurally homologous proteins and the lack of guidance in the specification concerning how 
one of ordinary skill is to overcome these difficulties, it does not appear that Applicants' working 
examples convey enablement of an isolated peptide having up to 60 amino acids in length. 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claim 3, 12, 15-16, 65-67 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claims 3, 12 recite the peptide is capable of binding to Nogo, Nogo 66, and/or myelin- 
associated glycoprotein (MAG). The claims are indefinite because it is unclear if the peptide is 
binding to Nogo, Nogo 66, and MAG simultaneously or binding to each of Nogo, Nogo 66, and 
MAG individually. 

Claims 15-16, 65-67 are included in this rejection because they are dependent on claims 3 
and 12 and fail to cure the defect. 

Claims 2, 68-71 appear to be allowable. 



SEQ ID NO: 1 appears to be free of art. 
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THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Marsha M. Tsay whose telephone number is 571-272-2938. The 
examiner can normally be reached on M-F, 9:00am-5 :00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Dr. Kathleen Kerr Bragdon can be reached on 571-272-093 1 . The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
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system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



June 7, 2007 



